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Application No. 

09/786.481 



Examiner 

Christopher Nichols, Ph.D. 



Applicant(s) 

HULSTAERT ETAL. 



Art Unit 

1647 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, howfever, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
• Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)n Responsive to comnnunicationfs) filed on 05 March 2001 . 

2a)\3 This action is FINAL. 2b)^ This action is non-final. 

Since this application is in condition for allowance except for formal matters, prosecution as to the merits Is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim{s) 1-11 and 14-17 is/are pending in the application. 

. 4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) n Claim(s) is/are rejected. 

?)□ Claim(s) Is/are objected to. 

8) 13 Claim(s) 1-11 and 14-17 are subject to restriction and/or election requirement. 
Application Papers 

9) n The specification is objected to by the Examiner. 

1 0)[~] The drawing(s) filed on Is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
11 )□ The proposed drawing correction filed on is: a)[3 approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or(0. 

a)DAII b)D Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received In this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Sunnmary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Infomnal Patent Application (PTO-1 52) 

3) □ Infomnation Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 
Election/Restrictions 

1 . Restriction is required under 35 U.S.C. 121 and 372. 

2. This application contains the following inventions or groups of inventions which are not 
so linked as to form a single general inventive concept under PCT Rule 13.1. 

3. In accordance with 37 CFR 1 .499, applicant is required, in response to this action, to 

elect a single invention to which the claims must be restricted. 

Group I, claim(s) 1-3 and 5-11 drawn to a method for early in vitro detection and/or 
quantification of CNS damage in an individual wherein the sample is taken from the 
cerebrospinal fluid of the individual as listed in Claim 3. 

Group II, claim(s) 1, 2, and 4-1 1 drawn to a method for early in vitro detection and/or 
quantification of CNS damage in an individual wherein the sample is taken from the blood 
derivatives of the individual as listed in Claim 4. 

Group III, claim(s) 14-16 drawn to a kit comprising a tool for the detection of tau wherein the kit 
comprises of a monoclonal antibody, a secondary antibody, a marker, and appropriate buffer 
solutions as listed in Claim 16. 

Group IV, claim(s) 17 drawn to a method to screen or monitor the effect of compounds which 
prevent or treat CNS damage. 

4. The inventions listed as Groups I-IV do not relate to a single general inventive concept 
imder PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 
technical features for the following reasons: 

5. This PCT rule defines special technical features as technical features that identify a 
contribution which each of the claimed inventions, considered as a whole, makes over prior art. 
Claims 1, 2, 3, 16, and 17 are anticipated by prior art. WO 94/13795 (23. June. 1994) describes 
the raising of monoclonal antibodies that allow reliable and sensitive detection of normal and 
abnormally phosphorylated tau present in brain extracts and in unconcentrated cerebrospinal 
fluid (Examples II, III, and IV). This patent application discloses that the invention aims at 
providing a process (method) for the detection or diagnosis in vitro of brain disease involving tau 
protein. This patent application also discloses that Alzheimer's disease (AD), a form of CNS 
damage in an individual, is characterized neuropathologically by the presence of neuritic (senile) 
plaques (holes or space-occupying lesions) and neurofibrillary tangles (NFT). Therefore, claims 
1, 2, 3, 16, and 17 lack a special technical feature and cannot share one with the other claims. 
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6. The inventions listed as Groups I, II, III, and IV do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features and for the following reasons: 

7. Group I requires search and consideration of taking samples from the cerebrospinal fluid 
of the individual, which is not required by the other methods of Groups II, III, and IV. 

8. Group II requires search and consideration of taking samples from the blood derivatives 
of the individual, which is not required by the other methods of Groups I, III, and IV. 

9. Group III requires search and consideration of a composition comprising a monoclonal 
antibody, a secondary antibody, a marker, and appropriate buffer solutions, which are not 
required by the other methods of Groups I, II, and IV. 

10. Group IV requires search and consideration of a method to screen or monitor the effect of 
compounds which precent or treat CNS damage, which are not required by the other methods of 
Groups I, II, and IV. 

1 1 . Search and examination of all Groups in one application would result in an undue search 
burden. 

12. This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so linked as 
to form a single general inventive concept under PCT Rule 13.1. 

13. The species wherein the basal element building elements are as follows: 

a. Benign primary brain tumor 

b. Malignant primary brain tumor 

c. Brain metastasis 

d. Subdural heamatoma 

14. Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
the claims readable on the elected species, including any claims subsequently added. An 
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argument that a claim is allowable or that all claims are generic is considered non-responsive 
unless accompanied by an election. 

15. Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species, MPEP 

§ 809.02(a). 

1 6. The following claim(s) are generic: 1-11. 

17. If applicant selects Group I or II, one species from the space-occupying lesion of the 
CNS group must be chosen to be fully responsive. 

1 8. This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so linked as 
to form a single general inventive concept under PCT Rule 13.1. 

1 9. The species wherein the basal element building elements are as follows: 
e. Leukemia 

f Lymphoma 
g. Breast cancer 

20. Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
the claims readable on the elected species, including any claims subsequently added. An 
argument that a claim is allowable or that all claims are generic is considered non-responsive 
unless accompanied by an election. 
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21 . Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. MPEP 

§ 809.02(a). 

22. The following claim(s) are generic: 1-11. 

23. If applicant selects Group I or II, one species from the invasion or metastasis group 
must be chosen to be fully responsive. 

24. This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so linked as 
to form a single general inventive concept under PCT Rule 13.1. 

25. The species wherein the basal element building elements are as follows: 

h. Bacterial encephalitis 

i. Bacterial meningitis 
j. Viral encephalitis 

k. Viral meningitis 

26. Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
the claims readable on the elected species, including any claims subsequently added. An 
argument that a claim is allowable or that all claims are generic is considered non-responsive 
unless accompanied by an election. 
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27. Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. MPEP 

§ 809.02(a). 

28. The following claim(s) are generic: 1-11. 

29. If applicant selects Group I or II, one species from the organisms group must be 
chosen to be fully responsive. 

30. This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so linked as 
to form a single general inventive concept under PCT Rule 13.1. 

3 1 . The species wherein the basal element building elements are as follows: 
1. Stroke 

m. Cerebral infarction 
n. Cerebral hemorrhage 
o. Thrombosis 
p. Perinatal asphyxia 
q. Binswanger disease 
r. Vasculitis 

32. Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
the claims readable on the elected species, including any claims subsequently added. An 
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argument that a claim is allowable or that all claims are generic is considered non-responsive 
unless accompanied by an election. 

33. Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. MPEP 

§ 809.02(a). 

34. The following claim(s) are generic: 1-11. 

35. If applicant selects Group I or II, one species from the anoxia or ischemia group 
must be chosen to be fully responsive. 

36. This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so linked as 
to form a single general inventive concept under PCT Rule 13.1. 

37. The species wherein the basal element building elements are as follows: 
s. Gene therapy 

t. Pharmaceuticals 

u. Chemotherapy 

v. Exposure to chemical compounds 

38. Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
the claims readable on the elected species, including any claims subsequently added. An 
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argument that a claim is allowable or that all claims are generic is considered non-responsive 
unless accompanied by an election. 

39. Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. MPEP 

§ 809.02(a). 

40. The following claim(s) are generic: I -1 1 . 

41. If applicant selects Group I or II, one species from the chemical agents group must 
be chosen to be fully responsive. 

42. This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so linked as 
to form a single general inventive concept under PCT Rule 13.1. 

43. The species wherein the basal element building elements are as follows: 
w. Trauma 

X. Stroke 

y. Intracranial pressure 

z. Radiation 

44. Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
the claims readable on the elected species, including any claims subsequently added. An 
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argument that a claim is allowable or that all claims are generic is considered non-responsive 
unless accompanied by an election. 

45. Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. MPEP 

§ 809.02(a). 

46. The follovwng claim(s) are generic: 1-11. 

47. If applicant selects Group I or II, one species from the physical agent group must be 
chosen to be fully responsive. 

48. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1 .48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a petition under 37 
CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 



• 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher Nichols, Ph.D. whose telephone number is 703-305- 
3955. The examiner can normally be reached on Monday through Friday, 8:30AM to 5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz, Ph.D. can be reached on 703-308-4623. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-872-9306 for regular 
communications and 703-872-9307 for After Final communications. The fax phone numbers for 
the customer service center is 703-872-9305. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 



CJN 

September 9, 2002 




ELIZABETH KEMMERER 
PRIMARY EXAMINER 



